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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this application 
is eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 

1 .17(e) has been timely paid, the finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.1 14. Applicant's submission filed on August 18, 2008 has been entered. 

Response to Amendment 

2. Claim 1 has been amended and claims 4 and 6 have been cancelled as requested 
in the amendment filed on July 03, 2008. Following the amendment, claims 1-3 are pending in 
the instant application. 

Claims 1-3 are under examination in the instant office action. 

3. Any objection or rejection of record, which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

4. Applicant's arguments filed on July 03, 2008 have been fully considered but they 
are not deemed to be persuasive for the reasons set forth below. 

Claim Rejections - 35 USC § 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 
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6. Claims 1-3 stand rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by either a specific and substantial credible asserted utility or a well-established 
utility for reasons of record fully explained in section 5 of Paper mailed on May 11, 2007 and 
section 5 of Paper mailed on February 19, 2008. 

At pp. 4-5 of the Response, Applicant resubmits previously presented arguments to 
support the asserted utility of the claimed polypeptides as markers for neuronal growth cones. 
Specifically, Applicant argues that the ARMS polypeptide "is localized specifically to growth 
cones and the synaptic region of neurons and nowhere else. The claimed polypeptide is not a 
general tissue marker which is merely expressed in a tissue- specific manner in neurons but 
rather is one of only three known polypeptides, from among the large number of tissue- specific 
polypeptides expressed in neurons, which can be used to specifically visualize only a particular 
region of neurons, the growth cones, as supported in the present specification at page 27". 
Applicant further refers to the Declaration filed by Moses Chao, which provides additional 
explanations as why the utility of ARMS polypeptide as a growth cones marker is specific and 
substantial as asserted. Applicant's arguments have been given careful consideration but are not 
persuasive for the following reasons. 

At p. 27, the instant specification states, "as demonstrated in Example 2, the polypeptide 
of the present invention is a marker for growth cones as ARMS was found to be localized 
discretely at growth cones and in the synaptic regions of neurons. It was also found that ARMS 
co-localized with Vamp- 2, a synaptic vesicle marker, and can therefore be used for the same 
purposes as Vamp-2". It is noted that the cited text does not provide for exclusive localization of 
ARMS polypeptide "to growth cones and the synaptic region of neurons and nowhere else " 
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(emphasis added), as argued by Applicant. On the contrary, the specification specifically 
describes ARMS polypeptide as a ubiquitously expressed protein, "a polypeptide which is a 
transmembrane protein that is highly expressed in vertebrate central and peripheral nervous 
systems"([0009] at p. 5). Figures 5A-5D show the distribution of ARMS in rat CNS (pp. 7-8), 
DRG (Fig. 6A-6B), and in various brain regions (Fig. 7A-7C, pp. 8-9). The text at pp. 52-53 
describes colocalization of ARMS with neurotrophin and ephrin receptors, which are not limited 
to growth cones only. Thus, the evidence of record does not support Applicant's statement of the 
specific and unique localization of ARMS to neuronal growth cones "and nowhere else". 

The Declaration of Moses V. Chao under 37 CFR 1.132 filed July 03, 2008 is insufficient 
to overcome the rejection of claims 1-3 based upon 35 U.S.C. 101 for the following reasons. 

The Declaration makes a statement that ARMS is one of only three polypeptides known 
to be growth-cone specific: "ARMS polypeptide is localized discretely (and specifically) at 
growth cones and in the synaptic regions of neurons so as to serve as a marker for visualizing the 
growth cone of neurons (see page 27 of the present specification), which is particularly important 
when neuroscientists need to determine whether or not neurons are alive and making contacts 
and synapses, such as after neuronal injury. [. . .] Accordingly, the presently claimed ARMS 
polypeptide is specific for growth cones and is not a general tissue marker for neurons where any 
protein expressed in neuronal cells could be used for the same purpose. 

After conducting an extensive search of the literature and of commercially available 
tissue markers/antibodies, I have found only two other proteins, VAMP-2 and GAP -43, besides 
ARMS, that are growth cone- specific." 
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The declaratoiry point has been fully considered but is not persuasive because, first, as 
fully explained earlier in the instant office action, the evidence of record contradicts Applicant's 
assertion that ARMS polypeptides are localized exclusively to the growth cones and absent in 
any other part of the neuronal body. Second, the art at the time of invention discloses a variety of 
polypeptides, which are suitable markers for neuronal growth cones. For example, articles of 
Katz et al, 1995 (J. Neuroscience, Vol. 5, No. 6, pp. 1402-1 1) and Van Vector et al, 1993 (Cell, 
Vol. 73, pp. 1 137-53) identify several markers for neuronal growth cones (p46 protein and 1D4 
antibody specifically). Further, article by Henry et al., 1999 (Cell Tissue Res., Vol. 297, pp. 67- 
79) discloses glycoprotein 93 (gp93) as localized on membranes of growth cones (see abstract); 
LI and KIF4 are proteins highly concentrated in growth cones (see abstract of Peretti et al, 
2000, J. Cell Biology, Vol. 149, pp. 141-52); CD151, CD81, CD63 and a3pi integrin localize to 
growth cones (Stipp et al, 2000, J. Cell Science, Vol. 1 13, pp. 1871-82); Lutjens et al, 2000 
article (Eur. J. Neurosci., Vol. 12, pp. 2224-34) names SCG10 as a membrane-associated protein 
of neuronal growth cones; finally, article of Berton et al., 2000 (Eur. J. Neurosci., Vol. 12, pp. 
1294-1302) describes plurality of different proteins, which are exclusively or differentially 
expressed within neuronal growth cones. Thus, at the time of filing, synaptic region including 
pre-synaptic terminal, growth cones, synaptic vesicles and secretory granules have been 
extensively studied, described and markers for different parts of the synaptic junction and its 
organelles have been identified. Therefore, the utility of the instant novel naturally occurring 
protein as a marker for growth cones is neither specific nor substantial. It is not specific because 
nothing about this protein sets apart this particular marker of growth cones from any other 
polypeptide found in the neuronal growth cone. It is also not substantial because it is merely a 
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hypothetical possibility of future uses, but not one for which the claimed polypeptides have been 
used in the real world (marking exclusively growth cones to the exclusion of other parts of 
neuronal body, "to determine whether or not neurons are alive and making contacts and 
synapses, such as after neuronal injury", p. 2 of the Chao's Declaration). 

Thus, because nothing about Applicant's asserted utility of ARMS protein as a tissue 
marker sets the claimed polypeptides apart from any other polypeptide located within growth 
cones (or rather from any other protein ubiquitously expressed in nervous system), Applicant has 
only disclosed general uses for ARMS proteins and not specific ones that satisfy U.S.C § 101, 
and the instant rejection is maintained. 

Claim Rejections - 35 USC § 112 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

8. Claims 1-3 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, 
since the claimed invention is not supported by either a specific and substantial credible asserted 
utility or a well established utility for the reasons set forth above, one skilled in the art clearly 
would not know how to use the claimed invention. 

Conclusion 

9. No clam is allowed. 



Application/Control Number: 1 0/02 1 ,57 1 Page 7 

Art Unit: 1649 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chernyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey J. Stucker can be reached on (571) 272-091 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Olga N. Chernyshev, Ph.D./ 
Primary Examiner, Art Unit 1649 



